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CHANGES APRIL 1, 2008 THROUGH SEPTEMBER 30, 2008 

SEPTEMBER 2008 

655.700—655.760 (Subpart H) 
Heading revised........................19947 

655.700 Heading, introductory 
text, (c)(3), (d) heading, (1), 
(2), (3), (4) heading, introduc-
tory text, (i) and (ii) revised; 
(c)(4) added ...............................19947 

655.705 (b) and (c) introductory 
text amended............................19948 

655.715 Amended .............................19948 
655.720 (a) amended.........................19949 
655.730 Introductory text revised; 

(c)(4)(vii), (5) and (d)(5) 
amended ...................................19949 

655.731 Introductory text amend-
ed..............................................19949 

655.732 Introductory text amend-
ed..............................................19949 

655.733 Introductory text amend-
ed..............................................19949 

655.734 Introductory text amend-
ed..............................................19949 

655.735 Introductory text added 
................................................. 19949 

655.740 (a)(2)(ii) amended ................19949 
655.750 (a), (b)(1)(i) and (2) re-

vised .........................................19949 
655.760 Introductory text added 

................................................. 19950 
655.800—655.855 (Subpart I) Head-

ing revised................................19950 

Proposed Rules: 
220...................................................44946 
404............20564, 22871, 33745, 35100, 40997, 

47103, 50260, 51963 
408 .........................................33745, 51963 
416 ...20564, 33745, 35100, 40997, 50260, 51963 
422 .........................................33745, 51963 
501...................................................35102 
641...................................................47770 
655...................................................29942 
656...................................................29942 
1010 .................................................48086 

TITLE 21—FOOD AND DRUGS 
Chapter I—Food and Drug Ad-

ministration, Department of 
Health and Human Services 
(Parts 1—1299) 

16 Technical correction ..................54314 
16.1 (b)(2) amended ................49942, 51919 
101.72 Revised; eff. 1–1–10 ................56486 

101.80 Regulation at 72 FR 52789 
confirmed .................................30301 

101.81 (c)(2)(iii)(C) revised; 
(c)(2)(iii)(D) added ....................23953 

Regulation at 73 FR 9947 con-
firmed.......................................47829 

111.75 (c)(3) correctly revised..........27727 
179.26 (b) table amended .................49603 
189.5 (a)(1) revised; (e) added; in-

terim ........................................20793 
210.2 (c) added .................................40462 
210.3 Regulation at 72 FR 68068 

withdrawn ................................18440 
(b)(6) revised................................51931 

211.48 Regulation at 72 FR 68068 
withdrawn ................................18440 

211.67 Regulation at 72 FR 68068 
withdrawn ................................18440 

(a) revised....................................51931 
211.68 Regulation at 72 FR 68068 

withdrawn ................................18440 
(c) added ......................................51932 

211.72 Regulation at 72 FR 68068 
withdrawn ................................18440 

Revised........................................51932 
211.82 Regulation at 72 FR 68069 

withdrawn ................................18440 
(b) revised....................................51932 

211.84 Regulation at 72 FR 68069 
withdrawn ................................18440 

(c)(1), (d)(3) and (6) revised ..........51932 
211.94 Regulation at 72 FR 68069 

withdrawn ................................18440 
(c) revised....................................51932 

211.101 Regulation at 72 FR 68069 
withdrawn ................................18440 

(c) and (d) revised........................51932 
211.103 Regulation at 72 FR 68069 

withdrawn ................................18440 
Revised........................................51932 

211.110 Regulation at 72 FR 68069 
withdrawn ................................18440 

(a) introductory text revised; 
(a)(6) added...............................51932 

211.113 Regulation at 72 FR 68069 
withdrawn ................................18440 

(b) revised....................................51932 
211.160 Regulation at 72 FR 68069 

withdrawn ................................18440 
(b)(1) revised................................51932 

211.182 Regulation at 72 FR 68069 
withdrawn ................................18440 

Revised........................................51933 
211.188 Regulation at 72 FR 68070 

withdrawn ................................18440 
(b)(11) revised ..............................51933 
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LSA—LIST OF CFR SECTIONS AFFECTED50 

CHANGES APRIL 1, 2008 THROUGH SEPTEMBER 30, 2008 

TITLE 21 Chapter I—Con. 
312.3 (b) amended............................22815 
312.84 (c) amended...........................39607 
312.120 Revised................................22815 
314.3 (b) amended .........39607, 49609, 56491 
314.50 (d)(5)(vi)(b) amended .............39608 
314.60 (b) and (c) redesignated as 

new (c) and (d); new (b) 
added; heading, (a), new 
(c)(1)(iii) and (iv) revised; 
new (c)(2) amended ...................39608 

314.65 Amended ...............................39609 
314.70 (c)(6)(iii) introductory text 

and (A) revised .........................49609 
314.71 (c) amended...........................39609 
314.81 (b)(2)(ii) redesignated as 

(b)(2)(ii)(a); (b)(2)(ii)(b) added 
................................................. 56491 

314.96 (a)(2) revised; (a)(3) re-
moved.......................................39609 

314.100 Revised................................39609 
314.101 (f)(1)(ii) revised; (f)(2) 

amended ...................................39609 
314.102 (b) amended; (d) revised 

................................................. 39609 
314.103 (c)(1) amended .....................39609 
314.105 (b) amended.........................39609 
314.107 (b)(3)(v) amended.................39609 
314.110 Revised................................39609 
314.120 Removed..............................39610 
314.125 (a)(1) amended .....................39610 
314.430 (b) amended.........................39610 
314.440 (a)(1), (3) and (b) intro-

ductory text amended; (a)(2) 
revised......................................39610 

510.600 (c)(1) table and (2) table 
amended ................18442, 23067, 35340 

520.100 (d) removed; (e) redesig-
nated as new (d); (b) and new 
(d)(2)(i)(A) and (B) revised........45611 

520.390b (b)(1) amended ...................18442 
520.445b (b)(4) amended ...................35340 
520.538 (a) amended.........................33692 
520.1192 (b)(3) revised; (b)(4) and 

(e)(1)(ii)(C) removed .................34184 
520.1200 Added.................................33692 
520.1630 (e)(2)(ii) amended; 

(e)(2)(iii) revised .......................45610 
520.2200b Revised ............................35579 
520.2215 (c)(3) revised ......................53686 
520.2345a (b)(3) removed ..................18442 
520.2380a (c)(3) amended..................35340 
522.246 (b)(3) amended .....................31358 
522.300 Redesignated from 522.311 

................................................. 29685 
522.304 Redesignated from 522.312 

................................................. 29685 

522.311 Redesignated as 522.300; 
new 522.311 added......................29685 

522.312 Redesignated as 522.304........29685 
522.313b (a), (e)(1)(ii) and (2)(i) re-

vised .........................................45612 
522.812 (e)(2)(i), (ii) and (iii) re-

vised .........................................17890 
(c) revised; (e)(3) added................21819 

522.955 Revised................................21041 
522.970 (b)(2) and (4) revised ............28037 
522.1160 (a) and (c) revised ..............21042 
526.1696a Revised ............................18442 
529.2150 (a) and (b) revised ..............25508 
530.41 (a)(13) added..........................38113 

Regulation at 73 FR 38113 eff. 
date delayed to 11–30–08............48127 

556.226 Redesignated from 556.228 
and revised ...............................21819 

556.228 Redesignated as 556.226........21819 
558.95 (a)(4) amended.......................35340 
558.128 (b)(2) and (e)(1) through 

(4) tables amended....................35340 
558.274 (a)(2) amended .....................18442 

(a)(7) and (c)(1)(i) and (ii) ta-
bles amended............................35340 

558.311 (b)(5) amended .....................35340 
558.342 (e)(1)(iv) and (2) revised 

................................................. 18958 
558.355 (b)(13) amended....................35340 
558.450 (d)(5)(v) table amended; 

(d)(5)(vi) redesignated as 
(d)(5)(vii); new (d)(5)(vi) 
added ........................................45875 

558.485 (b)(3) amended .....................35341 
558.625 (b)(3) removed......................18442 

(b)(10) and (12) amended ..............35341 
558.630 (b)(10) amended....................18442 

Revised........................................34185 
(b)(2) and (5) amended .................35341 

558.665 (e)(5) added ..........................18959 
(e) table amended ........................19432 

589.2000 (a)(1) revised; (c)(4) and 
(e)(3) added ...............................22756 

589.2001 Added.................................22756 
600.3 (ll) and (mm) added ................39610 
601.3 Added .....................................39611 
601.12 (f)(2)(i) introductory text 

and (A) revised; (f)(6) added 
................................................. 49609 

610 Technical correction ................54314 
610.53 (c) table amended .................49942 
640 Technical correction ................54314 
640.51 (b) amended ..........................49942 
700.27 (a)(1) revised; (e) added; in-

terim ........................................20794 
800.12 (d) amended ..........................34859 
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51 

CHANGES APRIL 1, 2008 THROUGH SEPTEMBER 30, 2008 

SEPTEMBER 2008 

801.420 (c)(4) introductory text 
amended; (d) removed ..............31360 

(d) revised....................................34859 
803.1 (a) amended............................33695 

Regulation at 73 FR 33695 con-
firmed.......................................53686 

803.3 Amended ................................33695 
Regulation at 73 FR 33695 con-

firmed.......................................53686 
803.10 (c)(3) removed; (c)(4) redes-

ignated as new (c)(3).................33695 
Regulation at 73 FR 33695 con-

firmed.......................................53686 
803.55 Removed ...............................33695 

Regulation at 73 FR 33695 con-
firmed.......................................53686 

803.58 (b)(1) amended.......................33695 
Regulation at 73 FR 33695 con-

firmed.......................................53686 
808.1 (d)(9) revised...........................34859 
812 Technical correction ................54314 
812.20 (d) revised .............................49942 
814 Technical correction ................54314 
814.3 (o) added.................................49610 
814.20 (b)(5) revised .........................34859 
814.39 (d)(1) introductory text 

and (2)(i) revised.......................49610 
814.42 (d)(2) amended.......................49942 
814.45 (b) amended ..........................34859 
814.100 (c)(2) revised........................49942 
814.104 (d) revised............................49942 
821.1 (c) revised...............................34860 
822 Technical correction ................54314 
822.8 Amended ................................49942 
860 Nomenclature change ...............35341 

Technical correction ...................54314 
860.7 (g)(4) revised...........................49942 
860.123 (b)(1) revised........................49942 
860.134 (a) introductory text 

amended ...................................34860 
862 Nomenclature change ...............35341 
864 Nomenclature change ...............35341 
866 Nomenclature change ...............35341 
866.3402 Added.................................29054 
868 Nomenclature change ...............35341 
872 Nomenclature change ...............35341 
874 Nomenclature change ...............35341 
876 Nomenclature change ...............35341 
876.5250 (b)(2) revised ......................34860 
878 Nomenclature change ...............35341 
878.4010 Added.................................31033 
880 Nomenclature change ...............35341 
882 Table of contents amended 

................................................. 34860 
Nomenclature change .................35341 

882.5800 Heading and (a) revised 
................................................. 34860 

884.5435 (b) amended .......................34860 
886 Nomenclature change ...............35341 
886.1 (e) added .................................34860 
888 Nomenclature change ...............35341 
890 Nomenclature change ...............35341 
890.1 (e) added .................................34860 
892 Nomenclature change ...............35341 

Technical correction ...................47523 
892.1 (e) added .................................40969 
892.1180 Added.................................40969 
1005.11 Revised................................34860 
1005.25 (a) revised; (c) amended 

................................................. 34860 
1010.1 Revised .................................34861 
1010.4 (a)(1) revised .........................34861 
1240.63 Removed..............................51919 

Chapter II—Drug Enforcement 
Administration, Department of 
Justice (Parts 1300—1399) 

1301.28 (b)(1)(iii) revised; 
(b)(1)(iv) removed .....................29688 

1310.02 Regulation at 72 FR 20046 
confirmed .................................43357 

1310.04 Regulation at 72 FR 20046 
confirmed .................................43357 

1310.09 Regulation at 72 FR 40744 
confirmed .................................39614 

Regulation at 72 FR 20046 con-
firmed.......................................43357 

1310.12 Regulation at 72 FR 40745 
confirmed .................................39614 

Regulation at 72 FR 20047 con-
firmed.......................................43357 

Proposed Rules: 
1......................................................54106 
15 ....................................................33027 
129...................................................53775 
165...................................................53775 
201...................................................30831 
310...................................................34895 
314...................................................56529 
801...................................................31390 
803...................................................33749 
872...................................................22877 
878...................................................52804 
892...................................................31040 
1300 ..............................22294, 36722, 40451 
1304........................................36722, 40451 
1306........................................36722, 40451 
1308........................................19175, 56533 
1311........................................36722, 40451 
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